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DETAILED ACTION 
Response to Amendment 

The preliminary amendment filed on October 17, 2001 has been entered. 

Specification 

This application does not contain an abstract of the disclosure as required by 37 
CFR 1 .72(b). An abstract on a separate sheet is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The soecification shall conclude with one or more claims particularly pointing out and 
SSlgthe subject matter which the applicant regards as h» mvent.on. 

Claims 1-8, 15-16, 19-20, and 36-37 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 recites the term "chemically defined medium." No objective criterion is 
provided in the specification or claim to apprise one of skill in the art of the meaning of 
"chemically defined medium." There is no definition of "chemically defined medium" in the 
claims or specification to apprise one of skill in the art with an unambiguous meaning of the 
claimed invention because "chemically defined medium" can be interpreted various ways. 
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All other claims depend directly or indirectly from rejected claims and are, therefore, also 
rejected under 35 U.S.C. 1 12, second paragraph for the reasons set forth above. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

Claims 1-4, 15-16, 19-20 and 36 are rejected under 35 U.S.C. 102 (b) as being anticipated 

by Hogye et al. (Derwent 1987-357537). 

Applicant claims a process for the production of Beta-Lactam (e.g., penicillin V and/or 
adipoyl-7-ADCA), comprising the steps of fermenting a microbial strain (e.g., Penicillium 
chrysogenum) that produces a Beta-Lactam in a fermentation medium which is a chemically 
defined medium consisting of chemically defined constituents (e.g., constituents comprise a 
carbon source and/or nitrogen source), and recovering the Beta-Lactam. 

Hogye et al. anticipate the claimed invention because Hogye et al. teach a process for the 
production of penicillin V and its recovery comprising of the steps of fermenting Pencillium 
chrysogenum that produces penicillin V in a fermentation medium consisting of chemically 
defined constituents of a nitrogen source such as ammonium sulphate and an ammonium 
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hydroxide and the remoyaLolthe L fame^tion liquor to recover the penicillin V (see, e.g. 
abstract). Therefore, Hogye et al. anticipate the instant claims above. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

manner in which the invention was made. 

Claims 1-8, 15-16, 19-20, and 36-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hogye et al. (Derwent 1987-357537) in view of Bovenberg et al. (US 
5731165). 

The primary reference is relied upon for the reasons discussed above. Hogye does not 
teach a process for the production of adipoyl-7-ADCA comprising of the same steps as described 
above for the production of penicillin V. 

Bovenberg et al. beneficially teach a process for the production of adipoyl-7-ADCA 
comprising the steps of fermenting Pencillium chrysogenum that produces adipoyl-7-ADCA in a 
fermentation medium consisting of chemically defined constituents of a carbon source such as 

glucose (see, e.g., example 1). 

One of ordinary skill in the art would have been motivated to modify Hogye et al.'s 
process to include Bovenberg et al.'s process for the beneficial purpose of producing the claimed 
invention's process of the production of penicillin V and/or adipoyl-7-ADCA because both 
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processes utilize the same steps to produce different Beta-Lactams. Differences in conventional 
result-effective conditions (e.g., amounts and ratios of each active ingredient, fed-batch 
fermentation and production on a large industrial scale) does not support the patentability of 
claimed subject matter, unless there is clear and sufficient evidence indicating such working 
condition(s) is/are critical. "Where the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum or workable ranges by routine experimentation" 
(see, e.g. MPEP 2144.05). Accordingly, the invention as a whole is prima facie obvious to one 
of ordinary skill in the art at the time the invention was made, especially in the absence of 
evidence to the contrary. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Randall Winston whose telephone number is (703) 305-0404. Any inquiry 
of a general nature or relating to the status of this application should be directed to the Group 
1600 receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent 
Examiner, Michael Wityshyn whose telephone number is (703) 308-4743. 
row 
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